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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on January 18. 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-74 is/are pending in the application. 

4a) Of the above claim(s) 1-28 and 33-75 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 29-32 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 04 February 2005 is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicants' election of Invention of Group III, Claims 29-32, and the further 
election of SEQ ID N0:2 in response to the restriction requirement mailed July 19, 2007 
is acknowledged. Because applicants did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). Therefore the requirement is still deemed 
proper and is made FINAL. 

Status of the claims 
Claims 75-111 have been canceled. Claims 1-74 are pending. Claims 1-28 and 
33-75 are withdrawn for pertaining to nonelected subject matter. Claims 29-32 are 
presently under examination. 

Priority 

The current application filed on September 16, 2005 claims priority to is a 371 of 
PCT/US03/24359 filed on 08/04/2003 claims benefit of 60/402,1 15 filed on 8/07/2002. 
Preliminary Amendment 

The preliminary amendment filed September 16, 2005 and February 4, 2005 
have been entered. 

Drawings 

Drawings filed February 4, 2005 have been accepted. 

Information Disclosure Statement 
The IDS filed November 14, 2005 has been received and is signed and 
considered, a copy of the PTO 1449 is attached to the following document. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 29-32 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are drawn to functional derivatives/natural variant of CatSper4. The 
claims do not require that the polypeptide possess any particular conserved structure, 
or other distinguishing feature, such as a specific biological activity. Thus, the claims are 
drawn to a genus of polypeptides that is defined by an unclear functional relationship to 
CatSper4. To provide adequate written description and evidence of possession of a 
claimed genus, the specification must provide sufficient distinguishing identifying 
characteristics of the genus. The factors to be considered include disclosure of 
complete or partial structure, physical and/or chemical properties, functional 
characteristics, structure/function correlation, methods of making the claimed product, 
and any combination thereof. In this case, the only factor present in the claim that is 
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sufficiently disclosed is a partial structure in the form of a recitation of percent identity. 
The specification does not identify any particular portion of the structure that must be 
characteristics of the claimed genus are not described. The only adequately described 
species is CatSper4 and no active variants are disclosed. Accordingly, the specification 
does not provide adequate written description of the claimed genus. 
Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states, "applicant must convey with 
reasonable clarity to those skilled in the a14 that, as of the filing date sought, he or she 
was in possession of the invention. The invention is, for purposes of the "written 
description" inquiry, whatever is now claimed." (See page 1117.) The specification does 
not it clearly allow persons of ordinary skill in the art to recognize that [he or she] 
invented what is claimed." (See Vas-Cath at page 1116), As discussed above, the 
skilled artisan cannot envision the detailed chemical structure of the encompassed 
genus of polypeptides, and therefore conception is not achieved until reduction to 
practice has occurred, regardless of the complexity or simplicity of the method of 
isolation. Adequate written description requires more than a mere statement that it is 
part of the invention and reference to a potential method of isolating it. The compound 
itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and 
Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. One cannot describe 
what one has not conceived. See Fiddes v. Baird, 30 USPQ2d 1481 at 1483. In Fiddes, 
claims directed to mammalian FGF' s were found to be unpatentable due to lack of 
written description for that broad class. The specification provided only the bovine 
sequence. Therefore, only CatSper4, but not the full breadth of the claim meets the 
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written description provision of 35 U. S.C. 112, first paragraph. Applicant is reminded 
that Vas-cath makes clear that the written description provision of 35 U.S.C. § 1 12 is 
severable from its enablement provision. 

Claims 29 and 31-32 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claims 29 and 31-32 applicants have recited the polypeptide CatSper4 and 
even though the said polypeptide may be a known polypeptide, such recitations without 
a designated SEQ ID NO: are considered to be indefinite because of multiple factors. 
For example polypeptides go through what is know as post-translation modification 
which often time creates an active polypeptide, such active polypeptide can have a 
different structural characteristics with regards its primary amino acid sequence. A 
person skill in the art would not be able to determine whether the scope of the claims 
encompasses all active and inactive variants and furthermore there are often multiple 
submissions with regards to the amino acid sequence of a given polypeptide. Hence it 
would not be possible to perform a thorough examination of a product when the product 
is a polypeptide without the knowledge of the amino acid sequence of the said 
polypeptide. It is highly recommended that applicants designated the said polypeptide 
with a SEQ ID NO:. Presently applicants have complicated the situation futher by the 
recitation that the scope of the claims encompasses polypeptides that have 80% identity 
to the amino acid sequence of CatSper4 wherein the amino acid of the said protein has 
not been provided through the designation of a SEQ ID NO:. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented ordeschbed in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 



Claims 29-32 are rejected under 35 U.S.C. 102(a) as being anticipated by Curtis 
US Patent Publication No. US 2002/0082210. 

Curtis discloses a protein comprising an amino acid sequence that is 100% 
identical to the amino acid sequence designated as SEQ ID NO: 2 in the instant 
application (see SEQ IS N0:2 of US 2002/0082210 on page 43-44). 

Note: applicants have defined a CatSper4 protein as having an amino acid 
sequence that comprises SEQ ID NO:2, see specification of the instant application on 
pages 2 through 3. 

Where the claimed and prior art products are identical or substantially 
identical in structure or composition, or are produced by identical or 
substantially identical processes, a prima facie case of either anticipation 
or obviousness has been established. In re Best, 562 F.2d 1252, 1255, 
195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis 
for believing that the products of the applicant and the prior art are the 
same, the applicant has the burden of showing that they are not." In re 
Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 
Therefore, the prima facie case can be rebutted by evidence showing that 
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the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also 
Titanium Metals Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 
1985) (Claims were directed to a titanium alloy containing 0.2-0.4% Mo 
and 0.6-0.9% Ni having corrosion resistance. A Russian article disclosed a 
titanium alloy containing 0.25% Mo and 0.75% Ni but was silent as to 
corrosion resistance. The Federal Circuit held that the claim was 
anticipated because the percentages of Mo and Ni were squarely within 
the claimed ranges. The court went on to say that it was immaterial what 
properties the alloys had or who discovered the properties because the 
composition is the same and thus must necessarily exhibit the 
properties.). 

See also In re Ludtke, 441 F.2d 660, 169 USPQ 563 (CCPA 1971) (Claim 
1 was directed to a parachute canopy having concentric circumferential 
panels radially separated from each other by radially extending tie lines. 
The panels were separated "such that the critical velocity of each 
successively larger panel will be less than the critical velocity of the 
previous panel, whereby said parachute will sequentially open and thus 
gradually decelerate." The court found that the claim was anticipated by 
Menget. Menget taught a parachute having three circumferential panels 
separated by tie lines. The court upheld the rejection finding that applicant 
had failed to show that Menget did not possess the functional 
characteristics of the claims.); Northam Warren Corp. v. D. F. Newfield 
Co., 7 F. Supp. 773, 22 USPQ 313 (E.D.N.Y. 1934) (A patent to a pencil 
for cleaning fingernails was held invalid because a pencil of the same 
structure for writing was found in the prior art.). 

"Products of identical chemical composition can not have mutually 
exclusive properties." A chemical composition and its properties are 
inseparable. Therefore, if the prior art teaches the identical chemical 
structure, the properties applicant discloses and/or claims are necessarily 
present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. 
Cir. 1990) (Applicant argued that the claimed composition was a pressure 
sensitive adhesive containing a tacky polymer while the product of the 
reference was hard and abrasion resistant. "The Board correctly found 
that the virtual identity of monomers and procedures sufficed to support a 
prima facie case of unpatentability of Spada's polymer latexes for lack of 
novelty."). 

Thus Curtis teaches all the elements of claims 29-32 and these claims are 



anticipated under 35 USC 102(a). 
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Claims 29-32 are rejected under 35 U.S.C. 102(e) as being anticipated by Curtis 
US Patent Publication No. US 2002/0082210. 

Curtis discloses a protein comprising an amino acid sequence that is 100% 
identical to the amino acid sequence designated as SEQ ID NO: 2 in the instant 
application (see SEQ IS N0:2 of US 2002/0082210 on page 43-44). 

Note: applicants have defined a CatSper4 protein as having an amino acid 
sequence that comprises SEQ ID N0:2, see specification of the instant application on 
pages 2 through 3. 

Where the claimed and prior art products are identical or substantially 
identical in structure or composition, or are produced by identical or 
substantially identical processes, a prima facie case of either anticipation 
or obviousness has been established. In re Best, 562 F.2d 1252, 1255, 
195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a sound basis 
for believing that the products of the applicant and the prior art are the 
same, the applicant has the burden of showing that they are not." In re 
Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 
Therefore, the prima facie case can be rebutted by evidence showing that 
the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also 
Titanium Metals Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 
1985) (Claims were directed to a titanium alloy containing 0.2-0.4% Mo 
and 0.6-0.9% Ni having corrosion resistance. A Russian article disclosed a 
titanium alloy containing 0.25% Mo and 0.75% Ni but was silent as to 
corrosion resistance. The Federal Circuit held that the claim was 
anticipated because the percentages of Mo and Ni were squarely within 
the claimed ranges. The court went on to say that it was immaterial what 
properties the alloys had or who discovered the properties because the 
composition is the same and thus must necessarily exhibit the 
properties.). 

See also In re Ludtke, 441 F.2d 660, 169 USPQ 563 (CCPA 1971) (Claim 
1 was directed to a parachute canopy having concentric circumferential 
panels radially separated from each other by radially extending tie lines. 
The panels were separated "such that the critical velocity of each 
successively larger panel will be less than the critical velocity of the 
previous panel, whereby said parachute will sequentially open and thus 
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gradually decelerate." The court found that the claim was anticipated by 
Menget. Menget taught a parachute having three circumferential panels 
separated by tie lines. The court upheld the rejection finding that applicant 
had failed to show that Menget did not possess the functional 
characteristics of the claims.); Northam Warren Corp. v. D. F. Newfield 
Co., 7 F. Supp. 773, 22 USPQ 313 (E.D.N.Y. 1934) (A patent to a pencil 
for cleaning fingernails was held invalid because a pencil of the same 
structure for writing was found in the prior art.). 

"Products of identical chemical composition can not have mutually 
exclusive properties." A chemical composition and its properties are 
inseparable. Therefore, if the prior art teaches the identical chemical 
structure, the properties applicant discloses and/or claims are necessarily 
present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. 
Cir. 1990) (Applicant argued that the claimed composition was a pressure 
sensitive adhesive containing a tacky polymer while the product of the 
reference was hard and abrasion resistant. "The Board correctly found 
that the virtual identity of monomers and procedures sufficed to support a 
prima facie case of unpatentability of Spada's polymer latexes for lack of 
novelty."). 

Thus Curtis teaches all the elements of claims 29-32 and these claims are 
anticipated under 35 USC 102(e). 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT B. MONDESI whose telephone number is 
(571)272-0956. The examiner can normally be reached on 9am-5pm, Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nashed Nashaat can be reached on (571 )272-0934. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Robert B Mondesi/ 
Primary Examiner 
Art Unit 1652 
March 20, 2008 



